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• Failure to reply within the set or extended period for reply will, by statute, cause the application to beconle ABANDONED (35 U.S.C. § 133). 
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6) 13 Claim(s) 61.63.64 and 110 is/are rejected. 
?)□ Claim(s) is/are objected to. 
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DETAILED ACTION 
Status of the Claims 

1. Claims 54, 55, 61, 63, 64, 66, 68-71, 73, 75-76, 81-97, 100-103, 105, 106 and 110 are 
pending. 

Applicants' amendment filed February 27, 2006 is acknowledged, and applicants' 
response has been fiiUy considered. Claims 54, 55, 61, 63, 64, 66, 68-71, 73, 100 and 101 have 
been amended, claims 62, 77-80, 99, 104 and 107-109 have been cancelled, and new claim 110 
has been added. Therefore, claims 54, 55, 61, 63, 64, 66, 68-71, 73, 75-76, 81-97, 100-103, 105, 
106 and 1 10 are examined. 

Withdrawn-Claim Objections 

2. The previous objection of claims 75-76, 81-97, 102, 103, 105 and 106 is withdrawn in 
view of applicants' amendment to the claim in the amendment filed February 27, 2006. 

Withdrawn-Claim Rejections - 35 USCSlOl 

3. The previous rejection of claims 54, 55, 61-64, 66, 68-71, 73 and 99-101 under 35 

U.S. C. 101, is withdrawn in view of appHcants' cancellation of the claim, appUcants' amendment 
to the claim, and applicants' response at page 8 in the amendment filed February 27, 2006. 

Withdrawn-Claim Rejections - 35 USC S 112 

4. The previous rejection of claims 66, 104 and 107-109, under 35 U.S.C. 1 12, first 
paragraph, is withdrawn in view of apphcants' cancellation of the claim, apphcants' amendment 
to the claim, and applicants' response at pages 8-9 in the amendment filed February 27, 2006. 

5. The previous rejection of claims 61-64, 77-80, 99 and 107-108, under 35 U.S.C.l 12, 
second paragraph, is withdrawn in view of apphcants' cancellation of the claim, applicants' 
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amendment to the claim, and applicants' response at page 9 in the amendment filed February 27, 
2006. 

Withdrawn-Claim Rejections - 35 USC S 102 

6. The previous rejection of claim 66, under 35 U.S.C. 102(b) as being anticipated by 
Shimazaki et al. (JP-09040578), is withdrawn in view of applicants' amendment to the claim, 
and applicants' response at page 9 in the amendment filed February 27, 2006. 

New Claim Rejections - 35 USC§ 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manna: and process of 
making and using it, in such full, clear, concise, and exact tams as to enable any person skilled in the art to 
which it potains, or with wliich it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention, 

7. Claims 61, 63, 64 and 1 10 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 61, 63, 64 and 1 10 are directed to a purified peptide con^rising SEQ ID NO:99, 
wherein the peptide is an amino acid sequence having (reads as comprising) GPPVSCIKR at the 
carboxy terminus of the peptide of SEQ ID NO: 70, 72, 73, 74, 80-83, 87-91, 93-95 or 97, 
wherein the peptide of SEQ ID NO: 70, 72, 73, 74, 80-83, 87-91, 93-95 or 97 may further 
conq)rise TK or EATK at the N-terminus of the sequence, and wherein the peptide of SEQ ID 
NO: 70, 72, 73, 74, 80-83, 87-91, 93-95 or 97 may be cyclized through a disulfide; or a purified 
peptide con5)rising SEQ ID NO: 99, wherein the peptide is an amino acid sequence having TK or 
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EATK at the N-terminus of the peptide of SEQ ID NO: 70, 72, 73, 74, 80-83, 87-91, 93-95 or 97. 
While the specification indicates the present invention provides peptides consisting of 12 amino 
acids (SEQ ID NO: 99; ^*^Cys-Phe-Xaa-Xaa-Xaa-Xaa-Xaa-Xaa-Xaa-Lys-Val-Arg^^) based on a 
modification of the sequence consisting of the amino acids in positions 20-31 in human 
lactoferrin, where Xaa in position 3 is preferably Gin or Ala, Xaa in position 4 is preferably Trp 
or Leu, Xaa in position 5 is preferably Gin, Lys, Om, Ala, or Nle, Xaa in position 6 is preferably 
Arg, Lys or Ala, Xaa in position 7 is preferably Asn, Om, Ala, or Nle, Xaa in position 8 is 
preferably Met or Leu, and Xaa in position 9 is preferably Arg or Lys. In some cases it may be 
advantageous to let this sequence be proceeded by the sequence Thr-Lys or the longer sequence 
Glu-Ala-Thr-Lys (SEQ ID NO: 102; page 10, Unes 13-29); or peptides with the sequence of SEQ 
ID NO: 1 (AC-X-X-T-K-X-F-X-W-Q-R-X-M-R-K-V-R-X-X-X-X-X-X-X-X-X-NH2), wherein X 
in position 1 is either E or no amino acid, X in position 2 is either A or no amino acid, X in 
position 5 is either C or A, X in position 7 is either Q or K, X in position 1 1 is either N or D, and 
X in positions 17-25 are either no amino acids at all or G-P-P-V-S-C-I-K-R (SEQ ID NO: 101; 
page 5, lines 27-37), the specification does not disclose a genus of variants for peptides 
comprising GPPVSCIKR at the carboxy terminus and/or ET or EATK at the amino terminus of 
the peptide of SEQ ID NO: 70, 72, 73, 74, 80-83, 87-91, 93-95 or 97, where the function and the 
sequence of the peptides are not defined. Furthermore, there is no disclosure of any particular 
structure to function/activity relationship in the peptide variants, thus it is not known whether 
these peptides have the same function as the peptides of SEQ ID NO: 70, 72, 73, 74, 80-83, 87- 
91, 93-95 or 97. Without guidance on identities of peptide variants and the structure to 
function/activity relationship of peptide variants, one skilled in the art would not know which 
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peptide variant is functional. The lack of identification of peptide variants, the lack of 
description of a structiire to function/activity relationship for peptide variants, and the lack of 
representative species as encompassed by the claims, applicants have failed to sufficiently 
describe the claimed invention, in such full, clear, concise terms that a skilled artisan would not 
recognize applicants were in possession of the claimed invention. 

New Claim Rejections - 35 USC§ 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claim 64 is rejected imder 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 64 is indefinite as to how the peptide of SEQ ID NO: 70, 72, 73, 74, 80-83, 87-91, 
93-95 or 97 is cyclized through a disulfide bridge since these peptides contain only one cysteine 
in the sequence. 

Conclusion 

9. Claims 61, 63, 64 and 1 10 are rejected; and claims 54, 55, 66, 68-71, 73, 75-76, 81-97, 
100-103, 105 and 106 are free of art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri, 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr can be reached at 57 1 -272-093 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the statxis of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or PubUc PAIR. Status information for unpublished 
appUcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217^9197 (toll-free). 



Chih-Min Kam, Ph. D. 




Patent Examiner 



CMK 

May 3, 2006 ^ 



